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DETAILED ACTION 

Examiner acknowledges receipt of revocation of power of attorney filed 01/12/05, 
request for extension of time and remarks filed 03/18/05, request for continues examiner under 
37 CFR 1.1 14 and request for extension of time filed 04/12/05. Claims 57, 58, 60-84, 86-106 
are pending. 

Continued Examination Under 37 CFR LI 14 

1 . A request for continued examination under 37 CFR 1.114, including the fee set forth in 
37 CFR 1.17(e), was filed in this application after final rejecfion. Since this applicafion is 
eligible for continued examination under 37 CFR 1.114, and the fee set forth in 37 CFR 1.17(e) 
has been timely paid, the finality of the previous Office action has been withdrawn pursuant to 
37 CFR 1.114. Applicants' submission filed on 04/12/2005 has been entered. 

Claim Rejections - 35 USC § 112 

2. The following is a quotation of the first paragraph of 35 U.S.C. 112: 

The specification shall contain a written description of the invention, and of the manner and process of making 
and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the art to which it 
pertains, or with which it is most nearly connected, to make and use the same and shall set forth the best mode 
contemplated by the inventor of carrying out his invention. 

3. The following is a quotation of the second paragraph of 35 U.S.C. 112: 

The specification shall conclude with one or more claims particularly pointing out and distinctly claiming the 
subject matter, which the applicant regards as his invention. 

4. Claims 57, 58, 60-84, 86-106 are rejected under 35 U.S.C. 1 12, first paragraph, as failing 
to comply with the written description requirement. The claim(s) contains subject matter, which 
was not described in the specification in such a way as to reasonably convey to one skilled in the 
relevant art that the inventor(s), at the time the application was filed, had possession of the 
claimed invention. While chemical reaction may be understood to mean chemical 
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transformation, interaction of chemical entity or the change in atomic nuclei, dependent claims 
60 and 88 define chemical reaction as etherification, esterification, hydrolysis, substitution, 
addition, elimination, oligomerization or polymerization. However, the specification/written 
description does not describe how a carrier undergoes a chemical reaction in the invention. 

5. Claims 57, 58, 60-84, 86-106 are rejected under 35 U.S.C. 1 12, second paragraph, as 
being indefinite for failing to particularly point out and distinctly claim the subject matter which 
applicant regards as the invention. 

Claim 57 is directed to a method of preparing a biologically active composition where the 
method comprises (a) supplying a composition that includes one or more staring substance, (b) 
chemically reacting the composition of step a over a period of time to form or cleave . . . and (c) 
adding the biologically active agent to the composition .... But when the composition in step a 
is recited as one carrier, it is not clear how that can be a composition. In step 2, what is being 
reacted with the one carrier? 

Claim 75 recites that methacrylate is an acrylamide compound and it is not clear how 
methacrylate can be an acrylamide compound since acrylamide is an amide and methacrylate is 
the methyl substituted acrylic acid and not an amide. 

Claim 94 is confiasing. 

Claim Objections 

6. Claims 73, 74, 78-80 do not fiirther limit the method of claim 57 objected to under 37 
CFR 1.75(c), as being of improper dependent form for failing to further limit the subject matter 
of a previous claim. Applicant is required to cancel the claim(s), or amend the claim(s) to place 
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the claim(s) in proper dependent form, or rewrite the claim(s) in independent form. For example, 
claim 78 recites the properties of melanocyte stimulants and gland stimulants. 

7. Claims 95-97 are objected to under 37 CFR 1 .75(c), as being of improper dependent form 
for failing to further limit the subject matter of a previous claim. Applicant is required to cancel 
the claim(s), or amend the claim(s) to place the claim(s) in proper dependent form, or rewrite the 
claim(s) in independent form. Claims 95-97 do not further limit the process of claim 87. 

The claims are examined as the process of preparing biologically active composition, the 
method comprises incubating biologically active agent with the one carrier and during the 
incubation period, a chemical reaction occurs between the carrier and the biological agent. The 
above interpretation is applicable to claims 57 and 87. 

The following art rejection is made on the basis of the interpretation. 

Claim Rejections - 35 USC § 102 

8. The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that form the 
basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(e) the invention was described in (1) an application for patent, published under section 122(b), by another filed 
in the United States before the invention by the applicant for patent or (2) a patent granted on an application for 
patent by another filed in the United States before the invention by the applicant for patent, except that an 
international application filed under the treaty defined in section 351(a) shall have the effects for purposes of this 
subsection of an application filed in the United States only if the international application designated the United 
States and was published under Article 21(2) of such treaty in the English language. 

9. Claims 57, 58, 61, 62, 64-75, 78-84, 86, 87, 89-97, 100-102 and 105 rejected under 35 
U.S.C. 102(e) as being anticipate by Farinas et al. (US 5,906,830). 

Farinas discloses a method for preparing transdermal drug delivery systems containing 
supersaturated drug reservoirs (abstract). The drug is heated to a temperature just higher that the 
calculated depressed melting temperature (colunm 6, lines 12-21). Farinas discloses that an 
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amount of drug molecule is dispersed in the reservoir material at a concentration that is greater 
than the solubility of the drug in the reservoir material at room temperature to give a 
supersaturated drug reservoir (column 5, lines 1-10). The components of the reservoir include 
polymeric materials selected from polysiloxanes, polyacrylates and polyurethane adhesives 
(column 6, line 61 to column 7 line 24). Drugs that may be incorporated in the drug delivery 
system are narcotic agonists and antagonists, serotonergic agonists, antihistamines, anti- 
inflammatory agents, benzodiazepines, dopaminergic agonists and antagonists, hormones and 
antipsychotic agents (column 7, lines 39-64). The drug formulation further includes carriers or 
vehicles selected from stabilizers, antioxidants, anti-irritants, cellulosic polymers, polyvinyl 
alcohol and polyacrylic acid. See also claims 1-14. 

The method of Farinas comprises mixing polymeric material and a drug formulation, 
removing the most of the solvent, evaluating the depressed melting temperature of the drug- 
polymer mixture, heating the mixture to a predetermined temperature and cooling the heated 
mixture to form the supersaturated reservoir (claim 1). The invention does not specifically state 
a teaching of chemical reaction. Hov^ever, chemical reaction, as the Examiner interprets the 
claims, takes place when the biologically active agent and the carrier are incubated and the result 
of the incubation is the formation of a composition that comprises the carrier and the active 
agent. The method of Farinas also includes a heat step. Farinas thus anticipates the claims. 

Claim Rejections - 35 USC § 103 

10. The text of those sections of Title 35, U.S. Code not included in this action can be found 
in a prior Office action. 
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11. Claims 60, 63, 76, 77, 88, 98, 99, 103, 104 and 106 are rejected under 35 U.S.C. 103(a) 
as being unpatentable over Farinas et al. (US 5,906,830). 

Farinas is described above. Farinas is silent on the processes recited in claims 60 and 88. 
However the designated claims do not say how those processes came to be or the agents that aid 
in the reaction to bring about the process. It is however interpreted that the chemical reaction 
occurs when the active agent is incubated with a carrier. And since Farinas mixes a carrier and 
an active agent and the process of mixing necessarily incorporates a wait or incubation period 
that is not specifically disclosed by Farinas. Therefore, it would have been obvious to one of 
ordinary skill in the art at the time the invention was made to prepare a composition that 
comprises a carrier and bio-active agent by incubating the carrier and the bio-active agent for 
some determined time. One having ordinary skill in the art would have been motivated to 
incubate the carrier and the bioactive agent for a predetermined time with the expectation of 
producing bioactive composition comprising a drug and a carrier. Incubating the carrier and the 
bioactive agent for 1 minute to 6 months is not inventive over the prior art in the absence of a 
showing. 

Response to Arguments 

1 2. Applicants' arguments filed 03/1 8/05 have been fiilly considered but they are not 
persuasive. With regards to applicants' argument that Farinas does not teach a chemical 
reaction, it is respectfiilly noted that the chemical reaction in the instant application involves the 
incubation of a biologically active agent with a carrier or with two or more carriers. In this 
respect. Farinas discloses a chemical reaction. As pointed to above, a reaction such as 
elimination or etherification or esterification would require agents besides one carrier and 
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biologically active agent. Examiner agrees with applicants that every in put of energy does not 
lead to chemical reaction except those that are dependent on heat to lower the energy barrier to 
make the "latent reaction" to proceed. 

13. The prior art made of record and not relied upon is considered pertinent to applicant's 
disclosure. The following art are of approximate relevance as Farinas. 

Lindahl (WO 97/00670, cited in the instant specification) discloses a process of 
preparing biologically active composition by combining glass-forming carrier and biologically 
active agent (abstract). 

Poile (GB 2 306 885, cited in the instant specification) discloses method of preparing 
biologically active composition by incubating pharmaceutically active agent and carrier vehicle 
(abstract). 

Farinas et al. (WO 97/10812, cited in applicants' specification) discloses a method of 
preparing a composition comprising active agent and carrier (abstract). 
Note: 

Formation of covalent bond is not the same as breaking a covalent bond. While the 
formation/creation of a covalent bond may involve the breaking of covalent bond, the process of 
forming a covalent bond differs from the process of breaking the bond. 

The processes of etherification, esterification, hydrolysis, substitution, addition, 
elimination, oligomerization or polymerization do not necessarily produce equivalent products. 
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14. The specification has not been checked to the extent necessary to determine the presence 
of all possible minor errors. Apphcants* cooperation is requested in correcting any errors of 
which applicants may become aware in the specification. 



examiner should be directed to Blessing M. Fubara whose telephone nimiber is (571) 272-0594. 
The examiner can normally be reached on 7 a.m. to 3:30 p.m. (Monday to Friday). 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Thurman K. Page can be reached on (571) 272-0602. The fax phone number for the 
organization where this appUcation or proceeding is assigned is 703-872-9306. 

Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). 



Any inquiry concerning this communication or earlier communications from the 




Patent Examin^" — 
Tech. Center 1600 



